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inspection for the original license, no 
reinspection need be made until assur-
ance has been received that the faulty 
conditions which were the basis of the 
denial have been corrected. An inspec-
tion of each licensed establishment and 
its additional location(s) shall be made 
at least once every 2 years. Inspections 
may be made with or without notice, 
and shall be made during regular busi-
ness hours unless otherwise directed. 

[38 FR 32048, Nov. 20, 1973, as amended at 48 
FR 26314, June 7, 1983; 64 FR 56449, Oct. 20, 
1999] 

§ 600.22 Duties of inspector. 
The inspector shall: 
(a) Call upon the active head of the 

establishment, stating the object of his 
visit, 

(b) Interrogate the proprietor or 
other personnel of the establishment as 
he may deem necessary, 

(c) Examine the details of location, 
construction, equipment and mainte-
nance, including stables, barns, ware-
houses, manufacturing laboratories, 
bleeding clinics maintained for the col-
lection of human blood, shipping 
rooms, record rooms, and any other 
structure or appliance used in any part 
of the manufacture of a product, 

(d) Investigate as fully as he deems 
necessary the methods of propagation, 
processing, testing, storing, dispensing, 
recording, or other details of manufac-
ture and distribution of each licensed 
product, or product for which a license 
has been requested, including observa-
tion of these procedures in actual oper-
ation, 

(e) Obtain and cause to be sent to the 
Director, Center for Biologics Evalua-
tion and Research or the Director, Cen-
ter for Drug Evaluation and Research 
(see mailing addresses in § 600.2), ade-
quate samples for the examination of 
any product or ingredient used in its 
manufacture, 

(f) Bring to the attention of the man-
ufacturer any fault observed in the 
course of inspection in location, con-
struction, manufacturing methods, or 
administration of a licensed establish-
ment which might lead to impairment 
of a product, 

(g) Inspect and copy, as cir-
cumstances may require, any records 
required to be kept pursuant to § 600.12, 

(h) Certify as to the condition of the 
establishment and of the manufac-
turing methods followed and make rec-
ommendations as to action deemed ap-
propriate with respect to any applica-
tion for license or any license pre-
viously issued. 

[38 FR 32048, Nov. 20, 1973, as amended at 49 
FR 23833, June 8, 1984; 55 FR 11013, Mar. 26, 
1990; 70 FR 14982, Mar. 24, 2005] 

Subpart D—Reporting of Adverse 
Experiences 

SOURCE: 59 FR 54042, Oct. 27, 1994, unless 
otherwise noted. 

§ 600.80 Postmarketing reporting of 
adverse experiences. 

(a) Definitions. The following defini-
tions of terms apply to this section: 

Adverse experience. Any adverse event 
associated with the use of a biological 
product in humans, whether or not 
considered product related, including 
the following: An adverse event occur-
ring in the course of the use of a bio-
logical product in professional prac-
tice; an adverse event occurring from 
overdose of the product whether acci-
dental or intentional; an adverse event 
occurring from abuse of the product; an 
adverse event occurring from with-
drawal of the product; and any failure 
of expected pharmacological action. 

Blood Component. As defined in 
§ 606.3(c) of this chapter. 

Disability. A substantial disruption of 
a person’s ability to conduct normal 
life functions. 

Life-threatening adverse experience. 
Any adverse experience that places the 
patient, in the view of the initial re-
porter, at immediate risk of death 
from the adverse experience as it oc-
curred, i.e., it does not include an ad-
verse experience that, had it occurred 
in a more severe form, might have 
caused death. 

Serious adverse experience. Any ad-
verse experience occurring at any dose 
that results in any of the following 
outcomes: Death, a life-threatening ad-
verse experience, inpatient hospitaliza-
tion or prolongation of existing hos-
pitalization, a persistent or significant 
disability/incapacity, or a congenital 
anomaly/birth defect. Important med-
ical events that may not result in 
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